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DETAILED ACTION 

Election/Restrictions 
Claims 1-36 and 48 are withdrawn from further consideration pursuant to 37 CFR 
1 .142(b) as being drawn to a nonelected group, there being no allowable generic or linking 
claim. Election was made without traverse in the reply filed on 2/25/09. 

Continued Examination Under 37 CFR 1.114 
A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.114, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.1 14. Applicant's submission filed on 4/9/10 has been entered. 

Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claims 37 and 40-47 are rejected under 35 U.S.C. 1 12, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one skilled in the 
relevant art that the inventor(s), at the time the application was filed, had possession of the 
claimed invention. The subject matter which was not described in the original specification is 
the user selected offset times being "at least one of Tpq or Tst" and the processing means 
assessing cardiac function "based upon the amplitude of the electrical signal at said one of said 
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samples defined by the R wave and the first particular offset time" in combination with the other 
elements in the claim(s). Claim 37 is broadening the original scope of the invention by, at the 
minimum as set forth by the claim, just using one offset time and using an amplitude of a sample 
at an offset time to assess cardiac function. This scope was originally not set forth in the original 
specification and is considered new matter. The original specification dealt with determining 
cardiac ischemia using more elements to assess the condition of the heart, such as basing the 
cardiac assessment on the amplitude compared to a baseline signal/threshold (e.g. page 10 of the 
specification). In addition, the original specification had the physician entering both offset 
values, Tpq and Tst (e.g. page 1 1 of the specification) and not being "at least one of Tpq or Tst" 
as this means only one value needs to be used instead of both. 

Claims 37 and 40-47 are rejected under 35 U.S.C. 1 12, first paragraph, as based on a 
disclosure which is not enabling. Using two offset times and assessing cardiac function based on 
both the amplitude and a baseline signal/threshold are critical or essential to the practice of the 
invention, but not included in the claim(s) is not enabled by the disclosure. See In re Mayhew, 
527 F.2d 1229, 188 USPQ 356 (CCPA 1976). As discussed in the immediately preceding 
paragraph, using two offset times and assessing cardiac function based on both the amplitude and 
a baseline signal/threshold are critical/essential. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 37 and 40-47 are rejected under 35 U.S.C. 1 12, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

In claim 37, in the preamble, "A system using an electrical signal. . .measured by 
implantable electrodes" is vague since no "electrical signal" element is first set forth for the 
system to positively recite "using" the electrical signals and it is unclear if this is the same as the 
"means for receiving said plurality of R-R intervals". In addition, it is unclear if the applicant is 
positively or functionally reciting the electrodes. Lines 4-6 make the claim vague since it is 
further defines the electrical signal, but then the claim body after "including" uses different terms 
for the electrical signal. It is suggested to just state "A system for assessing cardiac function, the 
system comprising" so as to not inferentially include any elements, and so the cardiac signal can 
be defined once in the claim body (e.g. QRS, R-R intervals, etc). 

In claim 37, line 8, "and corresponding to a plurality of R-R intervals" is vague. It is 
unclear how it "corresponds" to R-R intervals if the offset time is Tpq or Tst. In addition, "a 
plurality of R-R intervals" is vague and it is unclear if this is the same R-R interval used in line 5 
or different intervals and it is unclear if each offset time corresponds to just one R-R interval or 
to a plurality of R-R intervals. 

In step (b), it is unclear if the means for receiving the plurality of R-R intervals is the 
same as the "electrical signal" and R-R interval used in lines 1-5 of the claim. It is suggested to 
use the shortened preamble discussed above and/or to state that the means for receiving also 
receives cardiac electrical signals. 
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In step (d), "from an R wave of one beat of said electrical signal" is vague since it is 
unclear if the "R wave" is from the "R-R interval" used in line 5 or is from the "means for 
receiving" in step (b) and it is unclear if the "said electrical signal" is from the means for 
receiving of step (b) since no element has been set forth to receive an electrical signal. In step 
(d), line 3, "said plurality of digital samples" is vague since no element has been set forth to take 
digital samples. Although line 4 of the preamble states the electrical signal comprises a plurality 
of digital samples, no element has been set forth to take digital samples or the electrical signals. 
In step d, line 4, "is between the PQ and ST segments" is vague since it has not set forth which 
signal is being discussed to take the PQ/ST segments from. In line 6, "user selected offset times 
associated with the R-R interval" lacks antecedent basis as the claim has not previously set forth 
that the user selected offset times are "associated with the R-R interval" as the claim states the 
user selected offset times "corresponds to a plurality of R-R intervals" in step (a) and it is unclear 
if this is meant to be the "R wave" of step d, line 2, since this R-wave is used with "one beat". 

In step (e), "the amplitude of the electrical signal at said one of said samples" is vague 
since no element has been set forth to take a sample at that particular point in time and to 
determine the amplitude there. In addition, "defined by the R wave and the first particular time 
offset" is vague since it is unclear if this is two elements used for the assessment or whether this 
is one element defining the point in time to take the signal. It is suggested to state "processing 
means for assessing cardiac function based on the baseline signal and an amplitude of the 
electrical signal at the first particular offset time from the R wave". 

Claim 37 is rejected under 35 U.S.C. 1 12, second paragraph, as being incomplete for 
omitting essential elements, such omission amounting to a gap between the elements. See MPEP 
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§ 2172.01. The omitted elements are: using two offset times and assessing cardiac function 
based on both the amplitude and a baseline signal/threshold. It is suggested to claim an element 
to determine the baseline signal, such as "means for determining a baseline signal" to use in the 
processing means. 

In claim 40, "the sample with the R wave" lacks antecedent basis as no element has been 
previously set forth to take a sample "within" the R wave. 

In claim 41, "the sample within defined by the R-wave" lacks antecedent basis. In 
addition, "within an ST segment" is vague since it is unclear if this is the same ST segment used 
in claim 37, step d. 

In claims 43 and 44, the claims are vague since they state the user selected offset times 
"correspond to the R-R interval" but claim 37 states that the offset times correspond to a 
"plurality of R-R intervals". 

In claim 45, "R waves" is vague since it is unclear which R wave is being discussed that 
was previously recited or whether this is to a new R wave. In line 6, "one of the plurality of user 
selected offset times" is vague since it is unclear if the first or the second offset time is being 
discussed. In line 7, "the R-R interval" is vague since it is unclear if this corresponds to the first 
plurality of R-R intervals used in claim 37, or corresponds to the second plurality listed in claim 
45. In the last line "of the ST segment defined by the first particular offset time" lacks 
antecedent basis and no element has been set forth to determine the amplitude of the ST segment 
and to have the ST segment defined by the first particular offset time (claim 37 has not set this 
forth). 
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Response to Arguments 

Applicant's arguments with respect to the claims have been considered but are moot in 
view of the new ground(s) of rejection necessitated by amendment 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to George R. Evanisko whose telephone number is 571 272 4945. 
The examiner can normally be reached on M-F 6:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Niketa Patel can be reached on 571 272 4156. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 

Application Information Retrieval (PAIR) system. Status information for published applications 

may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 

applications is available through Private PAIR only. For more information about the PAIR 

system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 

system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 

like assistance from a USPTO Customer Service Representative or access to the automated 

information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/George R Evanisko/ 

Primary Examiner, Art Unit 3762 
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